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{HOMED PEMHCTPALUNHOIIIONO YIOCTOBEPCHHA JICKAPCTREHHOI G Hpenapara)

B coOTBETCTRHY C Hpammami PENHCTPULUTH H IKCNEPTHILI ACKAPCTEBEHNLIX CPEACTE A ML;III:IIIIHCI\OFO
NMPUMEHCHHA, HAC DA NICL PCTHCTPAUHOHHOC YAOCTOBEDEHHE BhlJAH(: ,

I HapmeHOBaHHe ZepKaTeEn
PETHCTPAUNHOHLIOND YAOCTOBEPCHUN:

2 Auapec nepartens perMCTPRUKOHHOTO
YHOCTORCPEHHN:

Jarta peruerpanun:

4 Jara ucredcHun epuka feilicTRHS
PeriacTRALHOHHOIG VI TUBEPEHIN:

h

HaTa noATRep:KIACHIA PEIHCTPALIHH
(nepepernerpauun):

6 JEaTa BHeCceHUs H3MEHCHEI
(repeafopaLIelIlfl) B8 PECHCTPALHOHHNE
yum:nmepemle:

7 data perner paunn & pethepentaom
rocyaaperee:

H ﬂOJTBEPrﬁ.’lBET HTO Jlekapel BUHHAIT npcnapa’r 3aperm.'rpupoaau H pd.ipLLl.Jt.H K '\.'Fe,e']HLI,IIHLI‘\DM\«

HA3 TEPPHTOPHM.

Pucurﬁm\nﬁ

(mctaapcmo - YneH Eupasumxnm IKOHOM HISCKOID COI03A)
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& ‘l'opromoe HOHMCHOBAHME JERAPCTBEHHOTO
mpenapara:

9  MexayHapoanoe 1ENATCHTOBAHHOE
HanvieHoBaHne (MHH), nan oGuenpiuartoe
(rpyNNUPORGUIIGE) HAHMEHOBAHNE, WIH
XHMHYECRDE HATMEHORAHHE AKTHBHOH
dapMancETHYeCKDi CYOCTAHUHN
(npk oreyverrun MHH);

10 . TexapcTaenuan dopva:

11 Jdomposwa(-u):
12 dtopma(-w) ebINYCKA:

13
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Hudopmauus ¢ nponssoanTene JeKkapciseHHOTO NpenapaTa {HAIBaHMA H 4/peca NPOHIBOACTORHHBIX MICIHAOK,
YUACTBYIOWAX B LPONCCEE NPOH3B0ACTBA JEKAPCT BEHHOTD NPEnapara)

Ne [ Craans nponsroactea | Hassaune oprammauun Anpee IPUHERDACTBEANGI NG IR
(BCe YHACTHHKR
NPOH3IBOACYREHIOTO
npoiceea)
I [Tlponssoactse rotoroit [ OTkpuToE axunoHcpHee 06 ecTso Pecnyfinuka RaikoprocTai, r. ¥da.
NexapeTseHHo Gopus | "dapyctanaapi- YUMok v, Xyualibepsuma, 1. 28
BHTZMIIHHELH 3dROL"
{OAO "dapme rewpapr-
YhaBHTA™). Poccun
2 (Hlepriunuy yrakorKa Orxpartoe akuioHeproe ofwectse | PecrnyGomxa BamkopTocran, r. Yia,
"dapMcianaapr- Y uMeknii ¥a. Xyaandepruina, 3. 28
BUTAMHIILIH 3aB01"
(QAQ "dapmcTanaapr-
Y§paBHTA"), Poccuna
3 | RropunHas ynakoska OTKpHITOR aKLHONEPHOE 00weeTRY | PecnyBmuxa Bawkoprovran, r., Yia.
“PapMCTaB1APT-Y HIMCKRIR ¥, Xyaafidepanna, 1, 28
BUTAMHHHBI 3a80,1"
(OAQ "Dapmcranaapt-
YdhuBUTA"). Pocein
4§ Beimyckarsngmit OTkphitoe aknHonepHoe ofluectao | Pecnviinnka GatkopTocTan, r. Yiju,
KORTPOUH KA¥eCTRA "tbapyu raHAapT-Y duMekiit v.r. Xynalibepaouna, 1. 28
BHTAMHHbBIN 32RO
{OAD "(Mapme rannapr-
Y$aBHTA"Y, Pocons

3amecTurenb Muaacrpa

-~ ' C.B.Taaronen
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JpeRTop o kauecrey: rensdake {3471 291
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Hauanerink OKK: ren/pake {3471 272-35-30 (47450, e-masl <takon alehuk Gepharmsed rus

HavmenoBanme npenapata no HA

Homep cepum

03022026

HAata npowspoacrea 15.02.2026

AHaAU3LI/MCNbITaHKMA RPOBEASHbl B COOTBETCTEMM ¢ HA

lopew po 01.2029

| ® CON-BN-OKK-793 d.2189/1

Crp. tuzd
(+4978), e-mail <ikbashkomaizphasmaid. >
Nacnopt Ne 040000811943
ApTPO3aH®, PacTeoD ANA BHYTPUMSILLIEYHOTO BBEAEHUA, B Mr/mA
Kosmuecreo npoaykumu e cepuM {T.ynax} 32,802

HA, NN-Ne(000537}-(Pr-RU}- 160725

Aata HammenoBanme TpeGopanua HA, Pe3ynbTaThl aHaAM30B/ M cAbITAHMIH
aManwusa noKazatenaei
16.03.2026 Onwvcanwne Mpo3pa4Han 3eAeHoBaTO-KEeNTaA MUAKOCTE CooTBeTCTRYET
Mpo3pa4Han 3eAeHOBATO-KEATaA
HHAKOCTE
02.03.2026 NoeHMbrKauwra Bpema yaepHHBaH WA OCHOBHOTD NWKa Ha NoaTeepHaaeTca
BIHKX XpOMATONPammMe MCNbITYemoro pacTeopa,
NPUICTOBAEHHOMD AAA KOAWYECTBEHHOIO
onpedeneHnAa, A0AHHO COOTEETCTEOBATE BPEMERK
YAEPHHWEAHWA OCHOBHOTO NKWKA K3
XpomaTorpamme pacTeopa CO menoKCHKama.
16.03.2026 NaeHmdrkayma Ha xpomaTorpamme MCnbITYEmMOro pacTeopa MoaTeep#aaeTcA
TCX OCHOBHOE NATHO MO NOACHEHWIC, NOTACILEHWIC B
Yd-cEeTe M BEAMYMHE, S0M#HO COOTEETCTEOEATE
OCHOEHOMY NATHY Ha XpOMaTorpamMme pacTeopa
CO menoKcrkama
16.03.2026 Mpo3paqHocTe M CTENEHE MpenapaT AoaseH BbITe NPO3PadHbIM Mpo3paueH
oNaNecueHUMK
HUAKOCTEN
16.03.2026 Okpacka n MpenapaT Acn#eH BblAe pPHWBATE CPABHEHWE C Menee 3TancoHa GY1
WHTEHCHWEROCTE OKPACckM TanoHom GY1
HWMAKOCTEN
16.03.2026 pH 07828089 8,7
16.03.2026 MexaHWueckre JOAKHEl OTCYTCTEOBATL CooTBeTCTBYET
BKAIYEHHMA
- BUAMMBIE YA CTH LI
16.03.2026 MexaHwryeckme Yactuy pazmepom 2 10 mKm - He Boaee 6000 B 406
BKAKHEHKA DAHOW amnyne;
- HEBMAMWMBIE HYACTHLEI
HacTry pasmepom = 25 mKm - He Boaee 600 B 34
OAHOIM amnyae
02.03.2026 PoacTEEHKEIE NpUMECH Mpumeck B - ve 6onee 0,3 %, menee 0,06 %
EAVHMYHAA HEW AEHTUBMLIM POBAHHAA NPHMECE - HE He 08 HapyKeHo
Bonee 0,2 %
Cymma npumeceit - He 6onee 1,0 % meHee 0,06 %
16.03.2026 N3BAeKaembI 0GLem B COOTEETCTBUM C TPEBOBAHWA MK CooTeETCTRYET
04.03.2026 AromanbHas MpenapaT on#eH BbiTk HETOKCHUYHBIM He TokCcKueH
TOKCHYHOCTE
05.03.2026 GakTepmaibHble He Bosee 23,3 E3/mMr menokcKMKkama CooTeeTCTBYET
3H AOTOKCHHbI meHee 23,3 £3/mr
04.03.2026 CTepWALHOCTE MpenapaT Aos#eH BbiTk CTEPHALHEIM CTEpWALHBIR
02.03.2026 KoavuecTBEHHOE Ot 5,70 po 6,30 mr 6,18 mr
onpegaeneHne
(95,0 - 105,0 %) C14H13N30452 {mesiokcrkama) B 103,0 %
1 man Npenapata
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ApTpo3aH®, pacTBOP ANA BHYTRHMBILEMHORD
BBRAGHMA, b Mi/mn

Cepun: 03022026

27.02.2026

YnakoBKa

Mo 2,5 mn npenapaTa & amnyay 6ecUBETHOIO
CTeKkNa, AONYCKAETCA MAapKMPOBKA amnya

LB ETHBIMKW KOABLIAMM.

Ha KamKaykr amnyny HAKNEMBAKT STUKETKY
CAMOKACALLYIOCA.

Mo 3 wAK 5 amnyn NOMELLAOT B KOHTYPHY K
AHENKOBYIO YNAKOEKY W3 NAEHKK
NOAMEMHWAXAOPHMAHOMN.

1 MAK 2 KOHTYPHEIE AYEMKOELIE YNaKOBKK NO 5
MNYN MAKM 1 KORTYPHY K AYENKOBYID YNAKOBKY N0
3 amnynbl BMECTE C AMCTKOM-BKA3AbILEM
NOMELLAKOT B NA4KY M3 KapTOHa.

Mo 2,5 ma npenapaTa B amnyny NOAWMEDHYIO,
W3IOTOBAEHHYIO NO TexHoorvK «blow-fill-seal»
«BblAYEAHWE-HANOAHEHME-TEPMETU 3aLIMA» U3
rpaHyA NOAWSTHAEHE HU3KOM NACTHOCTH AN
NOAM3THAEHAE BbICOKOTD AABNEHUA (HM3KOM
NAOTHOCTK).

Ha Kamayio amnyay NOAMMEPHYKC HaKAEWBAIOT
THMKETKY CAMOKNEAILYIOCA.

Mo 1 waKn 2 BAoKa M3 5 amMnyn NOAVMEPHEIX
BMECTE C AMCTKOM-BKAAAbILLIEM NOMELLAIT B MAYKY
W3 KapTOHa.

Mo 1 uaKn 2 6aoka M3 5 amnya NOAMME PHBIX
NOMELLAKOT E MAKET M3 (HOALTMPOEAHHOM NASHKH.
Mo 1 nakeTy EMECTe C ANCTKOM-BKNAAbILEM
NOMELLFIOT B Na4YKy W3 KAPTOHA.

CooTeeTcTBYET

Mo 2,5 ma npenapaTa B amnyay
NOAWMEPHYIO, MTOTOEAEHHYIO N0
TexHonorun «blow-fill-seal»
#EblAYBaHWE-HAMOAHEHW E-TEPMETUE AL
A% U3 IPaHYA NOAMITUAEHA BblCOKOID
AABNEHWA {HUEKOW NACTHOCTH).

Ha Kaw Ay amnyny NoANMEPHYID
HAKAEEHA 3TMKETKE CAMOKAEALLAACA.
2 6noKa M3 5 amnyn NOAMMEPHbIX
BMECTE C AWCTKOM-BKAAAbILL EM
NOMELLEHBI B NaYKy M3 KBPTOHA.
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MapKupoEeka

1) Ha makeTe nepeMYHOM YNAKOBKK (HA 3TWKETKE)
YKa3blBIETCA:

Ha 3THKETKE ARA amMNYAbl M3 CTEKNA

- TOBAPHLIFA 3HAK NPOM3BOAMTERA,

- TOPrOEOE HAWMEH OBAHHME NEKAPCTEEHH 0N
Npenapana c NPeAyNnpeanTENLHON MAPKWPOEKOM

&

'
- MEXAYHAPOAHOE HEMATERTOBAHHDE
HAWMEHOBAHWME HA PYCCKOM M A HEAMHACKOM
A3bIKaX,

- NEKAPCTBERHAA Hopma,

- KOHUEHTPAL WA,

- 06beM NPENAPATA B MUAAMAWTPAX,

- Homep cepru {«Cepran),

- AaTa CTEUEHMA CPOKa NoAHOCTK («Toaen ao»),
- (papmakoa.

Ha 3TWKeTKe anA amnyabl NOAMMEPHOM™®

- TOPrOEOE HAWMEH OBAHWE NEKAPCTBEMHOID

Npenapara ¢ NpeaynpeauTentHor MapKMPOEKOH
3

- KOHLEHTPaLIMA,

- 06bem Npenapat B MUAAWANTPAX,

- YTk BEEAEHWA (¢B/M»),

- HOMEP CEPHH,

- A1aTa UCTEUEH WA CPOKa rogHocTH {«foaen Aow),
- *061Wan NAoLLAAE TEKCTOBOTO NOAR 3TMKETKW ANA
AMMYALI MOAMMEPHOW COCTaBNAET meHee 10 cm2,
PasmMEeCTUTH BCKO HEOBXOAWMYI0 MHOpMaLMIo
HEBO3MOMRHO.

2} Ha nakeTe NPOMEKYTOHHON {3a1LWTHOWM)
YNAKOBKKW (M3 GOABIMPOBAHHOW NAEHKW ARs
NOAWMMEPHDBIX AMIYA) YKA3bIBAETCA:

- TOBAPHLIM 3HAK NPOW3BOAMTERA,

- TOPIOBOE HAMMEH OBIHWE ASKAPCTEEHHOMO

Npenapara ¢ NPEAYNPEANTEALHON MAPKMPOBKOM
&

,
- MEKAYHAPOAHOE HENAaTEHTOBAHHOE
HAMMEHOBAHME HA PYCCKOM W A HIAKMACKOM
A3bIKaX,

- NEKAPCTBERHAA Hopma,

- KOHLEHTPALIUR,

- KOAMYECTBO amMNyA B YNAKOEKE,

- 0fbem NPENAPaTa B OAHOW aMINYAE B
MHUAANANTPAX,

- HOMEP CEpMK,

- AaTa NCTEYEHMA CPOKA roagHoCcTM («f0aeH A0»).
3} Ha makeTe BTOPHMUHOM YNAKOBKKW {Nayke)
YKAZLIBAETCA!

- TOBApHLIM 3HAK NPOW3BOAWTERR,

- TOPIOBOE KAMMEH OBAHWE fIEKAPCTBEHHOMD

Npenapara c NPeAyNnpeanTENLHON MAPKUPOBKOM
&

.
- MENAYHAPOAHOE HEMATEHTOBAHH 08
HAWMEHOBAHWE HA PYCCKOM M AHIAMINCKOM
A3bIKAX,

- COKPALLEHHOE HaWMEHDBAHWE AEKaTERR
PEMCTPALMOHHOIO YAOCTOBEPEHHA
(npor3eoawnTena) v agpec (cTpakKa),

- AEKAPCTBEHHAA hopma,

- KOHLIEHTPALWA,

- COCTAE Ha 1 mn {(HaMMEHOBaHKWE K
KOAMYECTEEHHOE COAE PHAHUE AEHCTEYIOLLEND
BELLECTEA, NEPEYEHE BCNOMOMTEALHBIX BEWLECTE),
- 06bEM NPENAPETA B OAHOW AMITYAE B

CooTeeTcTBYET

1) Ha makeTe NepBMYHON YNAKOBKK (Ha
STWKETKE) YKA3aHbI:

Ha 3THKETKE ARA amMNyAbl NOAWMEPHOM
- TOPTOBOE HAWMEHOBAHKE
ANEKAPCTBEH HOTO NPENAPATa C
NpeaynpeauTEALHON MapKkMPOBKoK &,
- KOHLEHTPAELLMA,

- 06beM NPENapaTa B MMAAKANTDREX,

- MYTk BEEAEHWA («Bf/M»)},

- HOMEP CEPHM,

- aTa UCTEYEHWA CPOKA FOAHOCTH
(«foaeH go»).

2} Ha maKeTe BTOPHMUYHOMN YNAKOEKK
{nadyke) ykasaHbl:

- TOBAPHLIFA 3HaK NPOW3BOANTENA,

- TOPIOBOE HAWMEHOBAHWE
NEKAPCTBEH HOM MPENAPATA €
npeaynpesuTEALHON MapRMPOEKON &,
- MERAYHAPOAHOE HENATERTOBAHHOE
HAWMEHOBAHWE HA PYCCKOM W
AHIMNMIACKOM A3bIKAX,

- COKPALLEHHOE HAMMEHOBAHUE
AEPHATEAA PETUCTPALMOHHOIO
YADCTOBEPERMA (MPOWIBOANTEAR) U
aapec (cTpana),

- NEKApCTBEHHAA hopma,

- KOHLEHTpaLWA,

- COCTAE Ha 1 mA (HAMMEHOBAHWE U
KOAWNECTBEHH OB COAEPHAHNE
AeWCTBYIOULETD BEWECTRA, NEPEYEHE
BCMNOMOTATEALHBIX BEWECTE),

- 0B6bEeM NPENAPaTa B OAHOM aMIyAE B
MM ANMANTPAX,

- KORMUECTBO amMyA B YNAKOEBKE,

- Hagnuow: «15 mr/2,5 man, «OaHa
AMMyNa COZepHUT 15 mr
MEADKCHEKama», «CTEPUALHO®,
«TpMMERATE NO HAZHAYEH MO Bpada»,
«XpaHUTE B HEAOCTYMNHOM AAA AETEM
mecTer, «Cnocof NPUMEREHKA; CM.
AVCTOK-BKAAAbIIL »,

- TEMATHYECKMI PUCYHOK (M30Bpakenue
amnyn),

- HOMEpP CEpPWM (BKAKYAET B ceba aaty
NpOW3BOACTEA),

- AATA UCTEYEHWMA CPOKA FOAHOCTH
(«lopen ao»),

- YCAOBMA OTIYCKA,

- YCAOBMA XPAHEHWA,

- IWTPHX-KOA,

- (hapmakoa,

- CPeACTEA MAEHTUDMKALMK ANA
PAOHUTOPHHIA ABMHEHWA NAEKAPCTBEH HBIX
NPENapaToB 418 MEAWLIMHCKOO
NPUMEHEHNA.
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ApTpo3aH®, pacTBOP ANA BHYTRHMBILEMHORD
BBRAGHMA, b Mi/mn

Cepun: 03022026

MUAAMANTPAX,
- KDAMYECTBO amNyA B YNAKOBKe,

-Haanvok: «15 marf2,S man, «OaHa amnyna
COAEPHNT 15 mr menokcukamasr, « CTepUABHO»,
«IpUMEHATE N0 K3 3HAYEHWID Bpada », «XpaHUTL B
HEAOCTYNHOM ARA ASTEN mecTes, «Cnocob
NPHUMEHEHWA: Ch. ANCTOK- BRAGAEIL»,

- TEMATHYECKMIA PUCYHOK (M300pakeRe amnyn),
- HOMEP CEPWM (BKAOUAET B ceBa aaTy
NpPOW3BOACTEA),

- 1aTa UCTEUEH WA CPOKa rogHocTH {«{ogen Aow),

- YCAOBKMA OTNYCKA,

- YCNOBEWA XPAHEHMKS,

- WTPMX-KOA,

- hapmakoa,

- CPEACTEA MAEHTUGHUKALMK ARA MOHWTOPKHIA
ABWHEHNA NEKA PCTEEHHDIX NPENapaTos 4a4
MEANLIMHCKOTO NPHUMEHEHWA.

27.02.2026 XpaHeHve Mpu TemnepaType He Boilwe 25 °C B OpYIMHAABHOM CooTeeTCTBYET
YNAKOBKE {AMNYAibl B MaYKE) MK {amNyabl B
nakeTe U3 hoOALMMPOBAHHOW NAEHKK W NaYKe) AAA
33WMTBI OT CBETA.

27.02.2026 Cpok rogHocTH 3 roga. COOTBETCTRYET

foaeH gp 31.01.2029

3aknouenve OKK: flekapcTBeHHBIM NpenapaT ApTposad®, pacTBOp AAAR BHYTPHUMEILLEYHOIO BBEAEHUNA, b mr/ma cepum 03022026
cooteeTcTRYET HA, /1N-Ne{000537)-(PT-RU}- 160725

3amecTWTenb HauanbHKKA oTgena 3yGapesa FDnua BauecnaBoBHa
KDHTPOASA Kau ecTBa:

MoANMCAHO 3AEKTPOHHOM NOANKCHID

16.03.2026 14:37 26798510-7931622875

JaTa BblAauM 3aKAO4EHWA O KadecTBe 16.03.2026



